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(i) Name, address, and phone number 
of the applicant; 

(ii) Detailed description of the mam-
mography quality standards the appli-
cant will require facilities to meet and, 
for those standards different from 
FDA’s quality standards, information 
substantiating that they are at least as 
stringent as FDA standards under 
§ 900.12; 

(iii) Detailed description of the appli-
cant’s review and decisionmaking proc-
ess for facility certification, including: 

(A) Policies and procedures for noti-
fying facilities of certificate denials 
and expirations; 

(B) Procedures for monitoring and 
enforcement of the correction of defi-
ciencies by facilities; 

(C) Policies and procedures for sus-
pending or revoking a facility’s certifi-
cation; 

(D) Policies and procedures that will 
ensure processing certificates within a 
timeframe approved by FDA; 

(E) A description of the appeals proc-
ess for facilities contesting adverse 
certification status decisions; 

(F) Education, experience, and train-
ing requirements of the applicant’s 
professional and supervisory staff; 

(G) Description of the applicant’s 
electronic data management and anal-
ysis system; 

(H) Fee schedules; 
(I) Statement of policies and proce-

dures established to avoid conflict of 
interest; 

(J) Description of the applicant’s 
mechanism for handling facility in-
quiries and complaints; 

(K) Description of a plan to ensure 
that certified mammography facilities 
will be inspected according to MQSA 
(42 U.S.C. 263b) and procedures and 
policies for notifying facilities of in-
spection deficiencies; 

(L) Policies and procedures for moni-
toring and enforcing the correction of 
facility deficiencies discovered during 
inspections or by other means; 

(M) Policies and procedures for addi-
tional mammography review and for 
requesting such reviews from accredi-
tation bodies; 

(N) Policies and procedures for pa-
tient notification; 

(O) If a State has regulations that 
are more stringent than those of 

§ 900.12, an explanation of how adverse 
actions taken against a facility under 
the more stringent regulations will be 
distinguished from those taken under 
the requirements of § 900.12; and 

(P) Any other information that FDA 
identifies as necessary to make a de-
termination on the approval of the 
State as a certification agency. 

(c) Rulings on applications for ap-
proval. (1) FDA will conduct a review 
and evaluation to determine whether 
the applicant substantially meets the 
applicable requirements of this subpart 
and whether the certification stand-
ards the applicant will require facili-
ties to meet are the quality standards 
published under subpart B of this part 
or at least as stringent as those of sub-
part B. 

(2) FDA will notify the applicant of 
any deficiencies in the application and 
request that those deficiencies be cor-
rected within a specified time period. If 
the deficiencies are not corrected to 
FDA’s satisfaction within the specified 
time period, FDA may deny the appli-
cation for approval as a certification 
agency. 

(3) FDA shall notify the applicant 
whether the application has been ap-
proved or denied. The notification shall 
list any conditions associated with ap-
proval or state the bases for any de-
nial. 

(4) The review of any application may 
include a meeting between FDA and 
representatives of the applicant at a 
time and location mutually acceptable 
to FDA and the applicant. 

(5) FDA will advise the applicant of 
the circumstances under which a de-
nied application may be resubmitted. 

(d) Scope of authority. FDA may limit 
the scope of certification authority 
delegated to the State in accordance 
with MQSA.

§ 900.22 Standards for certification 
agencies. 

The certification agency shall accept 
the following responsibilities in order 
to ensure quality mammography at the 
facilities it certifies and shall perform 
these responsibilities in a manner that 
ensures the integrity and impartiality 
of the certification agency’s actions: 
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(a) Conflict of interest. The certifi-
cation agency shall establish and im-
plement measures that FDA has ap-
proved in accordance with § 900.21(b) to 
reduce the possibility of conflict of in-
terest or facility bias on the part of in-
dividuals acting on the certification 
agency’s behalf. 

(b) Certification and inspection respon-
sibilities. Mammography facilities shall 
be certified and inspected in accord-
ance with statutory and regulatory re-
quirements that are at least as strin-
gent as those of MQSA and this part. 

(c) Compliance with quality standards. 
The scope, timeliness, disposition, and 
technical accuracy of completed in-
spections and related enforcement ac-
tivities shall ensure compliance with 
facility quality standards required 
under § 900.12. 

(d) Enforcement actions. (1) There 
shall be appropriate criteria and proc-
esses for the suspension and revocation 
of certificates. 

(2) There shall be prompt investiga-
tion of and appropriate enforcement 
action for facilities performing mam-
mography without certificates. 

(e) Appeals. There shall be processes 
for facilities to appeal inspection find-
ings, enforcement actions, and adverse 
certification decision or adverse ac-
creditation decisions after exhausting 
appeals to the accreditation body. 

(f) Additional mammography review. 
There shall be a process for the certifi-
cation agency to request additional 
mammography review from accredita-
tion bodies for issues related to mam-
mography image quality and clinical 
practice. The certification agency 
should request additional mammog-
raphy review only when it believes that 
mammography quality at a facility has 
been compromised and may present a 
serious risk to human health. 

(g) Patient notification. There shall be 
processes for the certification agency 
to conduct, or cause to be conducted, 
patient notifications should the certifi-
cation agency determine that mam-
mography quality has been com-
promised to such an extent that it may 
present a serious risk to human health. 

(h) Electronic data transmission. There 
shall be processes to ensure the timeli-
ness and accuracy of electronic trans-
mission of inspection data and facility 

certification status information in a 
format and timeframe determined by 
FDA. 

(i) Changes to standards. A certifi-
cation agency shall obtain FDA au-
thorization for any changes it proposes 
to make in any standard that FDA has 
previously accepted under § 900.21 be-
fore requiring facilities to comply with 
the changes as a condition of obtaining 
or maintaining certification.

§ 900.23 Evaluation. 

FDA shall evaluate annually the per-
formance of each certification agency. 
The evaluation shall include the use of 
performance indicators that address 
the adequacy of program performance 
in certification, inspection, and en-
forcement activities. FDA will also 
consider any additional information 
deemed relevant by FDA that has been 
provided by the certification body or 
other sources or has been required by 
FDA as part of its oversight mandate. 
The evaluation also shall include a re-
view of any changes in the standards or 
procedures in the areas listed in 
§§ 900.21(b) and 900.22 that have taken 
place since the original application or 
the last evaluation, whichever is most 
recent. The evaluation shall include a 
determination of whether there are 
major deficiencies in the certification 
agency’s regulations or performance 
that, if not corrected, would warrant 
withdrawal of the approval of the cer-
tification agency under the provisions 
of § 900.24, or minor deficiencies that 
would require corrective action.

§ 900.24 Withdrawal of approval. 

If FDA determines, through the eval-
uation activities of § 900.23, or through 
other means, that a certification agen-
cy is not in substantial compliance 
with this subpart, FDA may initiate 
the following actions: 

(a) Major deficiencies. If, after pro-
viding notice and opportunity for cor-
rective action, FDA determines that a 
certification agency has demonstrated 
willful disregard for public health, has 
committed fraud, has failed to provide 
adequate resources for the program, 
has submitted material false state-
ments to the agency, has failed to 
achieve the MQSA goals of quality 

VerDate Apr<18>2002 06:36 Apr 28, 2002 Jkt 197069 PO 00000 Frm 00557 Fmt 8010 Sfmt 8010 Y:\SGML\197069T.XXX pfrm12 PsN: 197069T


